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Docket No. 466992001400 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Examiner: S. Fernandez 



In re Patent Application of: 
Chong-Sheng YUAN et al. 

Serial No.: 10/801,623 

Filing Date: March 15, 2004 

For: METHODS AND COMPOSITIONS FOR 
ASSAYING HOMOCYSTEINE 



Group Art Unit: 1651 



SUPPLEMENTAL INFORMATION DISCLOSURE 
STATEMENT UNDER 37 C.F.R. § 1.97 & 1.98 



MS Amendment 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 223 1 3-1450 
Dear Sir: 

Pursuant to 37 C.F.R. § 1.97 and § 1.98, Applicants submit for consideration in the 
above-identified application the documents listed on the attached Form PTO/SB/08a/b. Copies of 
the documents are also submitted herewith. The Examiner is requested to make these documents of 
record. 

Document No. 2 is a Chinese Patent Application, CN 1560610 A, entitled "Method for 

L-homocysteine assay and reagents thereof," published on January 5, 2005. Document No. 3 is a 

certified English translation of Document No. 2. 
01/20/2006 HDEBESS1 00000056 031952 10801623 

01 FC:ld06 180.00 Dft 
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Axis-Shield ASA commenced an unfair competition action and a patent infringement 
action against General Atomics on October 8, 2001, based on U.S. Patent Nos. 5,631,127 and 
5,958,717. This action was later dismissed without prejudice on March 22, 2002. Document Nos. 
4-8 are from Axis-Shield ASA vs. General Atomics, dismissed without prejudice on March 22, 2002, 
in the United States District Court for the Southern District of California, Case No. 01 CV 1836 J 
(RBB). 

General Atomics and Diazyme Laboratories Division commenced a declaratory relief 
action against Axis-Shield ASA on U.S. Patent Nos. 5,631,127, 5,958,717, 5,827,645 and 
6,063,581. The action is currently pending. Document Nos. 9-13 are from General Atomics, 
Diazyme Laboratories Division vs. Axis-Shield ASA, currently pending in the United States District 
Court for the Northern District of California, San Francisco Division, Case No. C 05 4074 EDL. 

Diazyme Laboratories is opposing Axis-Shield's patent in Europe, EP Patent No. 0 726 
322. Document Nos. 14-16 are from an Opposition proceeding against EP Patent No. 0 726 322. 
The Opposition is currently pending. 

• Diazyme Laboratories' Opposition Notice (Document No. 14) is based on the 
following prior art references: 

o Tanaka et al., Analytical Letters (1981) 14:1 1 1-118 (Document No. 17 of 
the present Supplemental IDS) 

o Selim and Greenberg, JBC (1958) 234:1474-1480 (Document No. 18 of 
the present Supplemental IDS) 

o Kashiwamata et al, Biochim. Biophys. Acta (1970) 212:488-500 
(Document No. 19 of the present Supplemental IDS) 

o Binkley, JBC (1951) 101 :531-534 (Document No. 20 of the present 
Supplemental IDS) 
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o Shimizu et al., Biotechnol. Appl. Biochem. (1986) 8:153-159 (Document 
No. 21 of the present Supplemental IDS) 

o Porter et al., JBC (1991) 32:21616-21625 (Document No. 22 of the 
present Supplemental IDS) 

o Trewyn and Kerr, Journal of Biochemical and Biophysical Methods 
(1981) 4:299-307 (Document No. 23 of the present Supplemental IDS) 

o Loughlin et al., JBC (1964) 239:2888-2895 (Document No. 24 of the 
present Supplemental IDS) 

o Graham, Trends Cardiovasc. Med. (1991) 1 :244-249 (Document No. 25 
of the present Supplemental IDS) 

o Garras et al., Analytical Biochem. (1991) 199:1 12-1 18 (Document No. 26 
of the present Supplemental IDS) 

o Frisell et al., JBC (1953) 207:709-716 (Document No. 27 of the present 
Supplemental IDS) 

o Sullivan and Hess, JBC (1936) 1 16:221-233 (Document No. 28 of the 
present Supplemental IDS) 

o EC4.2. 1 .22, www.chem.qmul.ac.uk/iubmb/enz vme/EC4/2/l/22.html 
(Document No. 29 of the present Supplemental IDS) 

• Axis-Shield filed a Response to Diazyme Laboratories' Opposition Notice 
(Document No. 15) 



sd-294545 



Serial No. 10/801,623 
Docket No. 466992001400 



• Diazyme Laboratories. filed a Response to Axis-Shield's Response (Document 
No. 16). Diazyme Laboratories' Response is based on the following additional 
documents: 

o Yamaguchi and Hosokawa, Methods in Enzymology (1987) 143:395-403 
(Document No. 30 of the present Supplemental IDS) 

o Kotb and Kredich, J. Biol. Chem. (1985) 260(7):3923-30 (Document No. 
31 of the present Supplemental EDS) 

o Tanaka et al., J. Applied Biochem. (1980) 2:439-444 (Document No. 32 
of the present Supplemental IDS) 

o US Patent No. 5,985,540 (Document No. 1 of the present Supplemental 
IDS) 

o Bruton and Cox, Eur. J. Biochem. (1979) 100:301-308 (Document No. 33 
of the present Supplemental IDS) 

o Homogeneous Enzymic Homocysteine Reagent package insert from 
Carolina Liquid Chemistries (Document No. 34 of the present 
Supplemental IDS) 



This Information Disclosure Statement is submitted: 

□ With the application; accordingly, no fee or separate requirements are required. 

O Before the mailing of a first Office Action after the filing of a Request for Continued 

Examination under § 1.114. However, if applicable, a certification under 37 C.F.R. § 1.97 

(e)(1) has been provided. 
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□ Within three months of the application filing date or before mailing of a first Office Action 
on the merits; accordingly, no fee or separate requirements are required. However, if 
applicable, a certification under 37 C.F.R. § 1.97 (e)(1) has been provided. 

£3 After receipt of a first Office Action on the merits but before mailing of a final Office Action 
or Notice of Allowance. 

fl A fee is required. A check in the amount of is enclosed. 

£3 A fee is required. Accordingly, a Fee Transmittal form (PTO/SB/1 7) is attached to 
this submission in duplicate. 

□ A Certification under 37 C.F.R. § 1 .97(e) is provided above; accordingly; no fee is 
believed to be due. 

O After mailing of a final Office Action or Notice of Allowance, but before payment of the 
issue fee. 

□ A Certification under 37 C.F.R. § 1 .97(e) is provided above and a check in the 
amount of is enclosed. 

□ A Certification under 37 C.F.R. § 1.97(e) is provided above and a Fee Transmittal 
form (PTO/SB/1 7 is attached to this submission in duplicate.) 

Applicants would appreciate the Examiner initialing and returning the Form 
PTO/SB/08a/b, indicating that the information has been considered and made of record herein. 

The information contained in this Information Disclosure Statement under 
37 C.F.R. § 1.97 and § 1.98 is not to be construed as a representation that: (i) a complete search has 
been made; (ii) additional information material to the examination of this application does not exist; 
(iii) the information, protocols, results and the like reported by third parties are accurate or enabling; 
or (iv) the above information constitutes prior art to the subject invention. 



sd-294545 



5 



Serial No. 10/801,623 
Docket No. 466992001400 



In the unlikely event that the transmittal form is separated from this document and the 
Patent and Trademark Office determines that an extension and/or other relief (such as payment of a 
fee under 37 C.F.R. §1.17 (p)) is required, Applicants petition for any required relief including 
extensions of time and authorize the Commissioner to charge the cost of such petition and/or other 
fees due in connection with the filing of this document to Deposit Account No. 03-1952 
referencing 466992001400 . 



Dated: January // , 2006 V Respectfully submitted, 

Qrr* *y 

" Peng Chen 

Registration No.: 43,543 

MORRISON & FOERSTER LLP 

12531 High Bluff Drive 

Suite 100 

San Diego, California 92130-2040 
(858)720-5117 
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Complaint For Patent Infringement And Unfair Competition And Demand For Jury Trial, filed 
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Plaintiff Axis-Shield ASA's Early Neutral Evaluation Conference Settlement Brief, filed March 
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